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I. AMENDMENT/MODIFICATION NO I 

P00002 

XTssuedby CODE 

Virginia Contracting Activity 
ATTN: RS-Q2 
Washington , DC 20301 


*' C !T EC J!! E [ 3. tEOUISITION/fWCHASC REQUEST MO. 

308EP81 1208 / 5 702/81 

Cms H1ASA7 6 ADMINISTERED »r (If other In frfrj 

bivity DCASMA San Francisco 

1250 Bayhill Drive 
San Bruno , CA 940 66 


4. PROJECT NO. | 


|7- CONTRACTOR 

WAME AND ADDRESS 


"03^ 




***** | SO 507 A 

ftMEND £/ 

QyvnzA^zr' 


I 

SEI International 
(s^aty. • 333 Eavenswood Avenue 

county, Menlo Park, CA 04025 

end ZIP s s 

Code ) 


□ AMENDMENT OF 

SOUCfTATVON NO, 

DATED — — ( See bioek 9 ) 

TO ^OOIBCATION OF o_ , 


1 13 cowiKAcvoMwt no . MDA903-81-C-Q2Q2 
DAIH> 06APR81 (See Uock U) 


appropriation data, *k.) wt forth in block 12. 


^ THIS BLOCK APPLIES ONLY TO AMENDMENTS OF SOLICITATIONS L 

- ^ TKeabOV * '’ Umb *'’ <f ‘° ,ici,0,l0n “ om ™ M « **• block ,2. Tb. Ho.r<^ do H H »dWfcK™«p,ofO»«n - ■ . ■ n 

^ «*. - .m, Prior „ *. ^ ^ h Hw mm ZL — ** 

<°> *y W8ntr»o and return mg copie, D f *k;. IOioww ® "* #,hodv 

DArt S«OFIED ^vVesuTtT* “ Ik * 0, ‘°" ° nd “»•"*»•»' lb."- wTwS?’'3f7ou* 04 M ** “ P “ at * U "*' " *•‘•0'°" 

DATE H ^dRED M AY RESULT IN REJECTION OF YOUR OFFER. H, by virtu. „f *» * T "* KSUING «»<* PRIOR TO THE HOUR AND 

rprowirt tuch tdeorom or letter mokes reference to the wlkitotion and rtm o»— J TIL. s. °" ’f" *7* " bmin ^- ■** d«»9» "oy be mod. by tNoqram 

^ ACCOUNTING A ND APPROPRIATION DATA (If required) — 

ACM: AB 2112020 25-2037 P381321. 03250-2572 S18128 2P29 $ 189 , 892.00 

~ TH 'S«lOCI( APPLIES ONLY TO MODIFICATIONS OF CONTRACTS/ORDERS 

(a) LJ This Chonge Order it issued pursuant to 

The Chonges sot forth in block 1 2 ore mode to the above numbered contract/order. “ — 

(b) U The above mrmberod conboct/order i, mod, bed to nfhc, the odm,nis„ativ. chongw (kk b „ rf,,.,,,., . ^ „ __ 

W 0 Tbb Supplemental Agre^i is entered mlo p„ rMJan! to ^ 10 U . S . C . 2SoTf aTTlVT"" «c ) -t for* in block 12 

h modifies the above numbered controct as set forth in block 1 2 " 

12. DESCRIPTION OF AA^NDMENT/MOOIFICATION " V 

A ' SnSono“mA^r 8 S!SS . t0 C ° ntra0t N °- “ A 9°3-8l-C-0292 and substitute therefor 
B ' “ taEk ™ ber 2 - 1 - 10 t0 the Statement of Work (Classified) dated 

(U) £.1.10 Continue development and evaluation of CBV training program. 
(Classifie^^dated^SlASsi 2 to the g? a * rao ' t ° r 's tesbnioal proposal number ESU 81-60 

These tasks ^SleSrS t 3 £ 5 £ l £*" 1 «* d) datsa 

■' ;•;“ s a^rvss == ““ 

E. Add the following as paragraph H .9 of the contract: 

(continued) 

Swept « provided herein, oN ter mi ond condbioni of *. A — ...... 

TT ~ ~ ^ 8 - “ ^f 0 ” ^^-^-teb^.wf f.Mfaw.^Nfwt. 

n CONTRACTOR/OFFEROR IS NOT REQUIRED rY — — _ 

U TO SIGN THIS DOCUMENT Q CONTRACTOR/OFFEROR IS REOUHIED TO SIGN THB DOCUMENT At® RETURN 2 COHESION. nor-. ciw rf 

HT NAME OF CONlfdcTOR/OFFEROP Pi ft , «-OP*5 TO ISSUING OPFKTE 

- . -7 f L. A 17. UNIrtDJtlATESOFAMiatCA-r —? — 


1. NAME OF CONTJMTTOR/OfFEROR /O 




wj J (Signature of person au£ 



i OFFtCER (Typr or priiit) 


$0™J£ ype ° r prinl> lb date signed TTiiAmora Ciu!awpowKB>ff^ 

j>» < fegf *J2 r asefyib&lSfym ) : CHi8i^^6i®9^R001 5001 1001 4-0 


DATE SIGNED 

81 SEP 29 ■ 


Approved For Release 2003/09/09 : CIA-RDP96-00788R001 5001 1001 4-0 


Contract MDA903-8I-C-0292 
Modification P00002 
(New Contract MDA908-8lC-0004 ) 
Page 2 of 5 


B- 


The following munition. are ...a ln tM , 


■**« -» *• to th. 

ther - as a consequence of sn act OT *«,/’t P ■ychological, sociological or 
Won of those established and accepted^M!*?" that goe * ^yo™* the applicl- 

^ «*=■ »SSBSsSS^a 

t0 “ «*‘“ d ** - »*" - - trz&SXL, 

4 

JSS sliSr™ Su-sri «■“ 


Bu “ ber s.“ «1. tept to the 

knowledge ill h^e £!2nX£ “f ‘° -clentlflc 

•n Amy re.e.rch program. P P ^ ° f J’ 1 ' 1 ""* ‘■P°«.nt reeult. ...entlel to 

^isSSsF “ ~ =*2-- 

.object thln’l.’iSJwi mcmaE^ f?'"" 1 ™ *«? «“ P^lmcy of the homo 

s^-ssrsi EES £9rr- - 

be held .. confidential a. the lal aUot. participation .hall 

or cental COn,,,,ct,d *’'»“ *H unnecaary phy.lcal 
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thtt death^or dlMbll^ lnjir^l”llitflf d tf , .fi er * ^ H* lBh,rent «••«” to ballava 
cxpcrlnents, or «* *«*« « laboratory 

acceptable Make prior to the uae of hn IubJ«tS“ * * “ ,ur * Bce ° f 

Juatlfled^by^the^beneflt^o^the'eub^e^t **!•/" ^J 1 B,, * r ,xct#d that which la 
the knowledge to be gained. J * nd /° r *he humanitarian importance of 

» * X1 \_ A P h y* lcl ® n 1,111 *>• reaponalbla for the medical cere of sublets 

th! n «iiine the p ^J ect leader » tfc e physician mill have authority to terminate * 
the atudy at any time that he believe, death, injury or harm i. likely "“lult. 

(12) Proper preparation, will be made, and adequate facilities 

to protect the aubject agalnat all foreaeeable poaalbllltlea of injury disability 
or death. Thia include, but i. not limited to ho.pit.llLtlon and Zllcil lltltlin 

Iith l likei reqUired * In * ddltlon » epparatua and inatrumenta neceaaary to d£al 
with likely emergency aituationa will be available. y 

(13) Human aubjecta will have no phyalcal or mental conditions which win 
Mke participation .ore h.a.rdou. for the. than It »ul“£ ^0^? *^ 

“3.£d‘ ander"thla f contract?* Cr1 ^ ~ 

- .clentlflcally qualified pereon conducting the atudy. end each 

HI b« pr.pered t. tenilnet. the «bje“^ ^t“5- 

auperlor .kill and cfrllful*a t# ln tl “ exercl.e of the good faith, 

Jin‘i:i j :n“ ,, “ tlon *• akeiy 

.uht.fr’ b€fore T 1 ? 11 * 1 "* * n ? P»«0" to participate .. . hiaaan 

«re J c«JljSS rtrt! “ ,,0t • ln,ur * tltt the following ^nln. condition. 

Legally effective Informed conaent will be obtained by adeauate 

d appropriate methods in accordance with the proviaions of this clause. 4 

tbs i«tiiqrii 2) i A11 conaent must be voluntary. It muat be the knowing consent of 
the individual or his legally authorized representative, ao situated as to be able 
to exerciae free power of choice without there having teen any ^eoffo^cefrau^ 

if J^i.r?” ,tr * lnt * C0 * rct0n > 01 Uvfal « 5-proper lJd“««f S: 

ments of information neceaaary to such consent Include: 

^ (i) A fair explanation of the procedure, to be followed and their 
purposes, including identification of any procedures Which are experimental. 

to be anticipated. A de#crlptl<>n of anp •ttwndmnt discomfort, or risks reasonably 


( continued ) 
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(iii) A description of any benefits reasonably to be anticipated. 

m4 .+ u- ^ * lv) A dl#c J° ,ure of «ny appropriate alternative procedures that 
■ight be advantageous to the subject. 

(v) An offer to answer any questions concerning the procedure. 

and «■« 4,1 J n * tr «ction that the subject is free to revoke his consent 

and to discontinue participation at any time without prejudice to hiaself. 


(d) .Exculpatory language through which the subject is wade to waive, or 
appear to waive, any of his legal rights. Including any release from liability 
for negligence. Is prohibited. 


(e) Prior consent by a subject or his legally authorised representative 
shall be obtained in all cases. Such consent shall be in writing whenever it 
is reasonably possible to do so. The consent fora nay be read to the subject 
or his legally authorized representative, but in any event he or his legally 
authorized representative aust be given adequate opportunity to read it and to 
ask questions they alght have. This consent fora should then be signed by the 
subject or hie legally authorized representative and by a witness not directly 
involved in the study. Oral consent way be used only when it has been specifi- 
cally described and Justified in the scope of the work to be performed under 
this contract or approved in writing by the contracting officer. When so author- 
ized and used, oral consent v ls subject to all the aaae standards as apply to 
written consent, except that the signature of the subject or Ms legally author- 
ized representative is not required. 

(f) Prior to conduct of the study, the contractor shall submit for approval 
to the contracting officer a detailed description of the means by which Informed 
consent will be obtained, to Include any forms to be used. Upon completion of the 
study, the contractor will submit to the contracting officer detailed report demon- 
strating compliance with paragraph (c), to include copies of the written consent if 
such was obtained. 


(g) The Contractor shall not undertake to conduct wither the clinical 
pharmacology or clinical trails of an Investigational drug unless this contract 
contains the clause entitled "Clinical Study of Investigational Drugs." 

(h) Prisoners of war will mot be used under any circumstances. 


Add the following as paragraph H.10 of the contract: 


H.10 


W? f participating as human subjects, as defined by paragraph 

H :? ( k ( ?^ h ® reof > EharL be to possess the abilities and q ua lities 

which will be observed and analyzed during the conduct of this contract 
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G, 


as modified shall be 'maintained 1 ? ^ pe ^ formance of contract MDA908-8I-C- 
attached hereto T he hlTelt ^ fl ?S^ Ce « Wlth the .^vised DD Form 254 
of this contract as modified is TOP SECRET? 11 lnVOlved ln the Performance 


•0004 


SGFOIA2 
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